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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
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Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
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Election/Restrictions 

1 . Restriction is required under 35 U.S.C. 1 21 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

Group I, claim(s) 1-9, drawn to a process for preparing a particulate form of a 
non-crystalline, solid drug substance and a pharmaceutical composition comprising a 
co-precipitate having a core comprising core excipient and one or more drug layers 
distributed around the core. 

Group II, claim(s) 10 and 20, drawn to a process for preparing an aqueous-based 
pharmaceutical formulation (that requires admixing the co-precipitate with a 
pharmaceutically acceptable aqueous media). 

Group III, claim(s) 11-19, drawn to a process for preparing a particulate form of a 
non-crystalline, solid drug substance (that requires solubilizing the drug substance in a 
drug solvent to prepare a drug solution) and a pharmaceutical composition comprising a 
co-precipitate having a core comprising the drug substance and one or more co- 
precipitant layers distributed around the core. 

2. As set forth in Rule 13.1 of the Patent Cooperation Treaty (PCT), "the 
international application shall relate to one invention only or to a group of inventions." 
Moreover, as stated in Rule 13.2 PCT, Unity of Invention is satisfied "where a group of 
inventions is claimed in one and the same international application, the requirement of 



Application/Control Number: 10/575,208 Page 3 

Art Unit: 1615 

unity of invention referred to in Rule 13.1 shall be fulfilled only when there is a technical 
relationship among those inventions involving one or more of the same or 
corresponding special technical features. The expression "special technical features" 
shall mean those technical features that define a contribution which each of the claimed 
inventions, considered as a whole, makes over the prior art so linked as to form a single 
general inventive concept." 

The technical feature linking Groups l-lll is a process for preparing a particulate 
form of a non-crystalline solid drug substance comprising the steps of: slowly adding a 
co-precipitant solution comprising the drug substance and a co-precipitating excipient 
solubilized in a non-aqueous solvent, to a slurry comprising a core excipient dispersed 
in an anti-solvent, to prepare a co-precipitate, wherein the non-aqueous solvent and the 
anti-solvent are miscible. 

Shah (US 6,020,004) teaches a process for preparing microparticles comprising 
the steps of a) adding a solution or suspension of active ingredient to a polymer in an 
organic solvent; and b) isolating the particles (Figure 1). Example 1 discloses a process 
of a) adding an emulsion comprising active ingredient and poly(D,L-lactide-co-glycolide) 
to an excipient solution comprising glycine, sucrose, PVA and ethanol and b) isolating 
the microparticles. 

Claims 1-9 (Group I) drawn to a process for preparing a particulate form of a non- 
crystalline, solid drug substance and a pharmaceutical composition comprising a co- 
precipitate having a core comprising core excipient and one or more drug layers 
distributed around the core are anticipated by the disclosure of Shah and lack novelty. 
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Therefore, the technical feature linking the inventions of Groups l-lll does not constitute 
a special technical feature as defined by PCT Rule 13.2 as it does not define a 
contribution over the prior art. 

Therefore, the claims are not so linked by a special technical feature within the 
meaning of PCT Rule 13.2 so as to form a single inventive concept. 

Moreover, Group II requires admixing the co-precipitate with a pharmaceutically 
acceptable aqueous media, which is not required for Group I. 

Also, Group III requires solubilizing the drug substance in a drug solvent to 
prepare a drug solution, which is not required for Group I. 

3. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

Conclusion 

4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aradhana Sasan whose telephone number is (571) 272- 
9022. The examiner can normally be reached Monday to Thursday from 6:30 am to 
5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached at 571-272-8373. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Aradhana Sasan/ _ /MP WOODWARD/ 

Examiner, Art Unit 1615 Supervisory Patent Examiner, Art Unit 1615 



